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(67) Pe4>6p<iT 



JleicapcTBeHHoe cpeaciBo coaepaHT hocmt©ji£ b BHfle 
fleiicTByiomero JieKapcTBeHHoro BeaiecTBa b TepaneBrwHecKoK 
403HpoBKe t Ha KOTopoe nocpeflCTBoii (JwoauepreTHqecKoro 
oCuena nepeHeceHa HH$opiiauHH c noTeHiwpaBaHHoro jieieap- 
CTB6HH0P0 npenapaia, npH r ot ob jie hh or o no ueromu rnweo- 
naTHH h Miie»mero oflHHaKOByio c aeftCTByiomHM JieicapcTBeH- 
huu BemeciBOM HcxosHyio XHiHmecicyio $opiiyjiy hjih cociaB. 
ilpeflnoHTHrejUiHo BtinoaHeHHe JieKapcTBeHHoro cpeacTBa b 
BH^e Hocniejifl 9 coaepHamero JieicapcTBeHHoe BeiuecTBo b 
TepaneBTw^ecKofl fl03JipoBKe, c kotophw coBwe^eH (nyTew 
BHeapeHHH t pacTBopeHMfl, cuemHBaHHfl) n ot© hijhp ob a h h titt 
jieKapcTBeHHtiii npenapai, npMroTOBjieHHH« no iieToaaii rO- 
iie OIiaTHH M HMeiOfllMft OflHHaKOBy» C HUM HCXOflHyK) XHMHHe- 

CKyio $opiiyay (cociaB). flpa stom ae»CTBy»mee aeicapcT- 
BeHHoe BemecTBO a n otg Hunp OBa hhuH npenapaT Moryi 

«M6TB O^MHaKOBUe VUlVt pa3JIMHHHe JieKapCTBeHHhie $opMtu 

iteodpeTeHHe peanH3yeTCH Kan npw BBeaeHww b opraHzsM 
yKa3aHHoro JieKapcTBeHHoro cpeaciBa, iaK « npa ojho- 

BpeMGHHOM B03fleJtCTBMH pa3flejILH0 np Sir OT OB JI 0 HHJbttf h jie- 

KapcTBeHHHM npenapaiQM c aettCTByDimui aeicapcTBeHHiui 
BemecTBOM b TepaneBTH*ecKo& ao3HpoBKe h n otg hijhp OBa h — 
hum npenapaioa, HiieiomHM o^wHaKOByc c hum HcxoaHyD xh- 
MH^iecKyio $opuyny (cocTaB). 
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JIEKAPCTBEHHOE CPEflCTBO M CHOCOE 
MEflHKAMEHT03H0r0 BO32E0CTBHH HA 
0PrAHH3M 

OOJiaCTB T6XHHKH 

5 Hacionmee H30<5peTOHMe othochtch k oOjiaciH iie^ismi- 

hu, a aueHHo: k jie nap ctbc ahum npenapaiaii h jieKapcTBOH- 
hum $op«aji ami TopaneBTHuecKHx uejieK, oo^eTaumHu iieio- 
AH roweonaMH m Tpa ahijh ohh oft reparian. 

fipeamecTByiomMK ypoBCHt toxhhkh 

10 B HaoTOHmee bp©mh b $apjnaKOTepaiwis dihpoko hciiojib- 

3y»TCH JieKapcTBeHHha cpeacTBa, nojiyqcHime XHiiHiecKuu 
nyieii huh BtwejieHHue H3 jieKapcTBeuHoro cuptH npnpoa- 
Horo (paoTHiaaBHoro, UHHepanLHoro hjih xxBOTHoro) npo- 

HCXOMeHHH, K0T0PH8 npOHBJlHBT CBOH He*iedRtie OBOftCTBa H, 
15 COOTBeTCTBOHHO r npHMOHHDTCH B OHpOfleJl«HHOM flHana30R© 

TepaneBTH^ecKHX fl03. 

Kpoue Toro, hsbgcxhh roMoonaTHHccKao JiOKapcTBCH— 
Htie cpeacTBa, coaepxanuie JiaKapcTBOHHoe boiucctbo b hh- 
htoxho iianux, noTOHi^upoBaHHux aoaax, KOTOpua npHroTOB- 
20 jihdt nyieii u a or oKpa ih or o nocaeflOBaxeiiBHoro pa3B©aeHHji 

H BCTpHXHBaHKH HCXQflHOrO JICKapCTBOBHOPO BeilieCTBa VUlIt 

ero pacTHpaHHH. 

K noojie^HHii moxho othocth h H9K8pctb0hhh& cpeflCT- 

Ba, COAtpxaiMO HOHTpajIBHHH MSTepxaJIBHUft HOCHTejlL (bo- 
25 ay, $H3X0JI0rHqeCKHH paOTBOp, OIIHPT H T.i1.)* CHa OXOHHUft 

nocpeflCTBOM <5 h oaae pre thug ckoi*o nepoHooa HH^opnamett o 

OHOJIOrHHttCKH 8KTHBH0M BttlUttCTBO , IipHrOTOBJISHHOM no I»0- 

■eonaTHqecKoiiy neTony (i.e. o roiieonaTHqecKoii aeKapcT- 
bshhom npenapaTo) u odjiaztasxHU nojieu c onpeAaxeHHux 
30 nacTOTHbiM cneKipoii (cm., Hanpxuep, na tcht *Pr 
«5 2810344, kji. A 61 H 39/00, 1984 r.; naiexT P* 
* 2033784, xn. A 61 H 39/00, 1995 r.; naxeiT P* 
N! 2042349, KJI. A 61 J 3/00, 1995 r.). 



WO 97/28776 



- 2 - 



PCT/RU97/00026 



OCHOBHHM HeflOCTSTKOM BHmeyKa3aHHliIX H3B6CTHHX Jie- 
KapCTBCHHUX CpeflCTB K8K B TCpanCBTHMeCKSIX fl03tX» I9K 11 

roiieonaTH^ecKnx hbjihotch H3dupaT0JiBH0CTB jieuedHoro sefr 

5 CTBHH B 33BMCHMOCTII OT MHflllBMflyaJIBHOil MyBCTBHTCJIBHOCTH 

if ncHxogicairaecKoro coctohhhh opraHH3Ma m bosmoxhoctb 

npOHBJieHMH nodOHUUX H8X«JiaT9JIBHUX nOOJieflCTBHH. 

VlaBecTeH Tame onoco(5 ue£HKaiieHT03Horo bo3j«8ct- 

BHfl Ha OpraHMSM, B KOTOpOM OCymeCTBUHlOT nOBUIMCHH* 8K- 

10 tkbhocth fleflcTByiomaro aeicapcTBeHHoro opeaciBa, npa 

3T0M IlOCJieflHHH OdpatfaTfalBaiOT BJieiUHHU $K3HieCKMM $aKTO~ 

pou - M0HH3Hpy»iiiHM HSJiyueHMeM (cm. IlaTeHT P<& te2035I67, 
kji. A 61 K 35/64, 1995 r.)« OflHaKo TepaneBTHnecKHe 
B03M02CHOCTM aaHHoro peuioHHH orpaHHieHH. 

15 FacKptime u30<5peTemifl 

WaodpeTOHHe HanpasaoHO Ha co3flaH»e npwHUHnwajiBHo 
KOBoa pa 3H ob hah oct m neKapcTBeHHoro cpeflCTBa (jieKapcT- 
BeHHOR $opMbi) f odecne^MBaiomero 3$$e kt hb h oe jienadHoe 
20 ^eacTBMe bboakmofo jieKapcxB«HHoro BemecTBa, h cnocoda 
MeflHKaMCHT03Horo BoajeticTBHa Ha opraHiiau, HCKjnraa»m©- 
ro npoHBJieHiao HexejiaieJiBHiix nodoHHHX nocneacTBHft, aji- 
jieprisuecKiix h/hjih t okch 4 a c khx peaimiift. 

PemeHMe nociaBJieHHOft 3a«a^w odecne^HBaoTCH tou, 
25 mo b jieKapcTBOHHOM cpeACTBe, coaepxameii uaTepHasBHutt 

HOCHTOJIB, CHaCxeHHUK HH$OpiiaUH«tt 0 OHOJIOrH^eCKH aKTHB- 

hou BemocTBe, coraacHO n30dp©T0Ha» t hochtcjil npeflCTaB— 
jih«t codoft settCTByiomee jiok3pctbohhog BemecTBO b Tepa- 

nOBTHHeCKOtt A03HpOBKtt, Ha KOTOpOe nOCpeflCTBOM dM03H0p- 

30 reTHueoKoro odMCHa nepeHeoena KH$opuauMH c noTeanHpo- 
saHHoro jieKapcTBOHHoro nponapaia, nparoTOBneHHoro no 
MeToaaii roueonaTHH h Hiieiomero o#HHaKOByio c aeacTBy»- 
mu jioKapcTBeHHkiM bcuicctbom HCX0flHy» xhueho o Ky s $op- 
wyjiy (cocTaB). 

35 iipOAn OHT HT QJIBHblM BapHaHTOll H3OdpeT0HHfl HBJ1HCTCH 

jieKapcTBOHHoe cpeaeTBO, coaepxamee uaTepnajiBHuit hooh- 
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T6JIB > CHadXOHHHtf HH$OpMaUHeK 0 CSHOJIOrHieCKH &KTHBH01I 

BemecTB©, b kotopou, corsacHO H3o0peTeHMD, hochtojib 
npeflCTaBjineT codoft flettcTByBmee jieKapcTBeHuoe boiuoctbo 
5 b TcpaneBTiiuecKoJi floaapoBice, coBMemeHHoe, nyien BBeae- 

HHfl MJIH BHCflpeHHH, C HOTOHUHpOBaHHIiU JieKapCTBGHHUM 

npenapaTOii, npnroTOBJieHHaii no ueTOxau roMeonaTUH 

k - tmempm • o aewcTByoiiuiii JieicapcTBeH- 

hum BemecTBOM b TepaneBTH^iecKott floaapoBKe om- 

10 HaKOByo - HCxoaay» xi«iHHecKy» $opMyay (oociaB). 

IIpM 3T0M xenaTenBHO, UTodn aeiicTByioiiiee jieicapcT— 
bchhoc BemecTBo b TepanoBTHHecKoti so3hpobko h cobmc- 
meHHuii c hum noTeHi^HpoaaHHuit AOKapCTBGHHuK npenapaT 
huojiu noflodHyio (oAimaKOByn) JictcapcTBCHHyD $opny. 

15 Kpoue TorOt pemoHae nocTajJieHHoH 3a*aUH odecneuH- 

BaeTCfl Ten, uto np« iie;uiKaiieHT03H0M B03aeiScTBHH Ha op- 

raHM3M JIOKapCTBCHHUU CpeACTlOM C HOBUIOOHHOit dHOJiorH- 
HeCKOM aKTHBHOCTBD, COrJiaCHO H30(5peTOHHI>, OflHOBpOMOH— 
HO BBOAHT JICKapCTBOHHOe CpeflCTBO B TOpanOB TH^G CXOit 

20 A03npoBKa h noieamipoBaHHUB jieKapcTBaHHUH npenapaT, 
npHroTOBJieHHbitt no MeToaaM roueonaTHH u mtenw& ojhh8— 
KOByn c hum HcxoAHyu xHMH^ecKyD $opnyjiy hjih cociaB. 

IlpH 3T0M B COOTBOTCTBHH C 143 OdpOTeHHdf JICKapCTBCHHO© 

semecTBO b TepaneBTHHecKOli AoaiipoBKe u noTeHnupoBaH- 
25 HUtt jieKapcTBeHHhitt npenapaT iioryT bboahtbch b opraHH3u 
b BH«e eaaHoro jneKapOTBeHHoro cpe^cTBa, b KOTopoe ohh 
coBuemeHu npn HsroTOBjieHMH, hjih b pa3JiHHHHX aeKapcT- 
BeHHHx $op»iax oaHOBpeiieHHO, ho mr aaa oiaejiBHO npHro- 

TOBJieHHHX JIOKapCTBOHHUX CpeflCTBa . 

30 B HacTOHmeu H30dpeTeHHH no cymecTBy 3anBJieH hobuh 

bha (hjih Kjiacc) jieKapcTBeHuoro cpe^CTBa h/hjih jieKapcT- 

BeHHOH $OpilU, KOTOpUH MOX6T dHTB H83B8H "BHnaTHUe CKHM n , 

coHeTaDumiJ jienedHne cbohctb8 XHUHuecKu oahopoahhx (no 
cocTaBy HcxoAHoro jieicapcTBeHHoro BemecTBa), ho pasjiau- 
35 hhx no MexaHH3iiy AeftcTBun Ha opraHHSM TpaaanHOHHoro 

jieKapcTBCHHoro npenapaTa b TepaneBTHuecKoil A03HpOBKe m 
n OTeHUHp oBa hh or o roueonaTHiecKoro npenapaTa, KOTOpue 
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b pe3ya*TaTe CHoaoriiHecKOft aKTHBaHioi bhshmdt iioshthb- 
Hue wop$cwioriweGKne ti $yH kuh ohs ji bhuc hsuohohbh b BH2e 
"cacTeyHoli asanTauHM", o<5ycjiaBJiHBa»meft hoshbiohho Tepa- 
5 noBTHuecKoii 3$$e kthbh oc t h ae&CTByiMiero JienapcTBeHHoro 
BemecTBa npn yiieHLineHiiH pMCKa HHaHiiuyajiBHMX peaKuaa 

(50JIBHHX H B03M0XH0CTH IlpOflBJIOHHH HOICJiaTC JILHUI nO(50U- 

hhx nocaeflCTBatt. 

Kpcwe Toro, n 0«aaTiSHecKoe" BBeseHHe jieKapcTBeHHO- 
10 ro BemeciBa b TepaneBTiraecKoii ao3bpobko oAHOBpeueHHO 
c noTeHUHpOBaHHUii nponapaTOM, b cootbotctbhh c H3o6pe- 

TOHMCM- n03B0JIHCT CHH3HTB Tpa^HUWOHHUe fl03H IipHHHMae- 

iioro cpeacTBa, mckjidhhtl npHBUKaHMC opraHHswa, ooyc- 
jiOBaeHHoe n HHayKu.Hett M $ep«eHTOB, h nepeao3HpoBKy aa 
15 cueT HettTpann3a4HM HeraTHBHiix sHeprHfl h CTMMyjmpoBa— 
hhh oT^ejiBHux opraHOB h opraHH3*ia b uejioii. 

JlyuiaHw BapiiaHT ocymecTBJieHHH 
M30C5peTeHua 

MeAHKaueHT03Hoe B03^eftCTBue Ha opraHHSM ocymecTB- 
20 jihk)t nyieM bbo46hhh aaflBaeHHOro ,, o'H^aTHuecKo^o ,, aeicap- 

CTBOHHOrO CpCflOTBa. 

JleKapCTBeHHoe cpeacTBO corjiacHO HsoCpeieHMio H3ro- 
tobjihiot Ha ocHOBe jncKapcTBOHHoro BemecTBa (hochtcjih), 
noayqeHHoro xmiH<iecKHii nyieii hah Bhi^aejieHHoro H3 pac- 
25 THTCJiBHoro » MHHepajiBHoro huh xHBOTHoro cupBH c neicap- 

CTB6HHUUH CBOHCTBaMH, H B fl»C3ott H3BeCTH0ft JIOKapCTBOH- 
HOK $OpUe (TBepflOH, KHflKOtt, MHrKOft HJIH «J1H HHB6KU,Hft) » 

yaooHofc" ajih npaKTHuecKoro npHiieHCHHH npa McaHKaiioHToa- 

HOll B03A0HCTBHH H8 0pF8HH3M . 

30 HpuMep I. 

Hochtojib - jioKapcTBCHHOO BeineciBO b TepaneBTsrte- 
ckoh so3HpoBKe, oo;nep«amee 10 mji 0,5% pacTBopa aTpon«- 
Ha cyjiB$aT, h 6HonorHHecKH aKTHBHoe BemeoTBo J noTeHUH- 
poBaHHua npenapaT Atropini Suifati c 30, ncwiy*ieHRHit 

35 nyiek nocaeflOBaTeJiBHoro pa3BeaeHHH h BGTpnxHBaHHH no 
roueonaTHuecKOiiy ueToay, nouema©T b aae pa3»M^HHe eM- 
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kocth, ycTaHOBneHHue Ha aaeKTponpOBoasmHe njiaciKHu, ko- 
Topue coeABHeHH nepe3 nenB nepeaa*iiJ dHoaHeprenwecicoft 
HH$opuamaH M3BecTHoro ycTpoliCTBa js.hr 3anncH HH$opMauH- 
5 oHHoro carHaaa. IlpH dH03HepreTH<iecK0M nH$opiiamdOHHOii 
odM6He npoHCXQAHT nepeHOC Ha hochtssb HH$opiiauHH o no- 
TeHUHpoBaHHOii no ronieonaTK^ecKOiiy ueTORy aeacTBy»ineii 
HCxoflHOH BemeciBe - aiponaHe, aiieDineii os«HaKOBy» c ho- 
onTejieji XHMHHecKy» $opnyay a odJiaaaiwueM noaeii c onpe- 
10 sejieuHUM qacTOTHuu onercrpou. lloayieHHoe aeicapCTBeHHoe 
cpeacTBO npHMeHHDT b raaauoa npaKTHKe Kan raa3HHe Kan- 

JIK MJLR paCHIHpeHHH 3p8HKa C flaarHOCTHieCKOit U6J1BK) H 

npa Tepanaa BocnajiHieJiBHHx sadoaeBaHaft (Se3 pacica napa- 
jiHua aKKOMoaauaa. 

15 flpaaep 2. 

B HocHienB - Tadaeiicy, ooaepaamyD 0,5 r aueTaa- 
caaauaaoBoit kmcjioth, bhcaphdt npH npeccoBa huh b TBep- 
aoa $opwe 0,01 r noTOHuapoBaHHoro roMeonaTinecKoro 
npenapaia Acidum Saiicyiicum , noay*ieHHoro nyiem npo- 

20 nHTHBaHHH a.o HacameHHH HeaipaaBHoro BemecTBa - yojiou- 
Horo caxapa pacTBopoM Acidum Saiicyiicum b noieHnaa 
C 30 no roMeonaTHueoicoiiy lieToay. ilpa stom aweei MecTO 
fiMOSHepreTHuecKHH nepeBoa acxoaHoro BemeciBa - aueiaa- 
caaanaaoBoli kmchoth nyieM n 0T6H uap OBa hh h no roiieonaTB- 

25 uecKOiiy iieToay b BH$opnauHOHHyD $opay a HenocpeacTBeH- 
huh nepeHoc nocaeaHeii Ha HOCHTeaB, HiieioiUHfi Tanya xe, 
K3K acxoaaoe BemeciBO, xaiia*ieoKy» $opuyay. Hoay*ieHHoe 
"danaTBiecicoe" aeicapcTB6HHoe cpeaoTBO odaaaaeT 3<J>$eK- 
thbhhu aHaaBre3Hpyninaii ♦ npoTHB ob oona ji HTe jibhhm a xapo- 

30 noHHxaioinHM aeiicTBaeii a He BuauBaeT nodo^RHX rbjiohkh h 
aaaeprauecKax peaKuait. flpa aeieaaa rpanna HadaoaaeTCH 
ycKopeHiae a ycaaeHae TepaneBTH^ecKoro 3$$eKTa. 
npHHep 3. 

B HOcaiejiB - TadaeTKy, coaepxamyn I»0 uji npeaHa- 
35 3oaoHa, bbosht, nyieu nponHTUBaHHH hcckojibkhiih KanjiH- 
aib, 0,005 Mr noieHUHpoBaHHoro npeaHH3oaoHa b aBeHaaua- 
tb coTeHHOM pa3BeaeHaa Cortex c 12, nparoTOBaeHHoro 
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no roMeonaTHuecKony ueTOAy. llojiy<ieHHoe "dHnaiH^ecKoe" 
jienapcTBeHHoe cpeacTBo, KOTOpoe OKasuBaeT aKTHBaoe 
BJiMHHMe Ha yrJieBOSHHft m dejiKOBHH odiieH b pe3yaBTaTe 
5 noBbiuieHUH OaojioraueoKoa aKTBBHOCTB npOTBB ob ocna JiHTejiB— 
hhx, AeceHcaoBAB3BpyioiHBx b aHTaajineprBuecKBx cbohctb 
hcxoahoi»o jieicapcTBeHHoro BemecTBa, npaueuflioT aah ae^e- 
hhh donBHHX c naTCwomea 3ha okpmhh ob cadeim, npa 3tom 
3aueTHO yueHBmaiDTCH rpyCue paccTpoiicTBa o6ueaa BemeciB, 
10 npoHBJiHDipiecH b bbao CHHApoua HueHKO-KymMHra. B03M0XH0 
nojiy^ieHBe ncwioiHiejiBHoro TepaneBiHHecKoro peayjiBTaia 
m npa Jieneaaa uappoaa neueHa C$63 npOHBJieHHH nodo^Hux 

OCJlOKHGHMfl. 

UpHMep 4. 

15 B *hakh» HOCMTejiB, coAepxamati 1,0 MJI MHCyjlMHa RJIR 

KHBeKUHH C OBOJIOrBHeCKOH 8 KTHBH OCTBJO 40 EH ,BBOAHT 

0,1 mh noieHUHpoBaHHoro npenapaia insuiinum q 30, 
nparoTOBJieHHoro no poMeonaTMHooKouy weTOAy nyTeu mho- 
roKpaTHoro paaBeAOHHH w BCTpaxaBaHBH, uto noBuiuaeT 
20 cneuM$HueoKy» choco6hoctb ropuoHanLHoro npenapaTa pe- 
ry&HpoBaTB yrjieBOAHHit oCmoh, ycajiBBaeT ycsoeHae Tica— 

HRMH rJI»K03bI, OdaerHfteT np0HBKH0B6HBe rJI»K03H B raieT- 

kh, yAJiMHneT AeftCTBue. Uoxiy^eHHoe "EanaTBHecKoe" Jie- 
KapcTBeHHoe epeACTBO bboaht b opraHaau b BBAe BHBeK- 
25 mal* npa ne^eHaa caxapHoro AaadeTa 0 AOOTaxeHaeM Tepa- 
neBTireecKoro pe3yjiBTaTa npa iieHBumx A03ax a npa chb- 
xeHBB BepOHTHOCTH odocipeHBH. 

iipaiiep 5. 

B HocniTejiB, coAepxamaa 10 un nacibi ubhkobob,bbo- 
30 aht 1,0 mji noTOHUMpoBaHHoro roiieonaTiwecKoro npenapa- 
Ta Zincum Metallicum B MHrKOit JIGKapCTBeHHOH $op- 
Me, npwroTOBJie HHoro no roiieonaTa^ecKOMy ueTOAy. Ilojiy- 
qeHHoe "CKnaTHuecKoe" AeicapcTBeHHoe cpeACTBO npsuieHH- 
dt npa jieHQHBM kokhhx 3adojieBaHaa. 0K83UBaoT noBUiueH- 
35 Hue aHTBcenTaiecKae, Ae3BH$Bn.apyBmae a Bnxymae cbob- 
ctb3 , He BH3HBaeT pa3ApaxeHaa. 
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npnuep 6. 

fljlH JieHSHliH OHKOJIOrHUeCKHX 3a(5ojieBaHHtt b opraHM3« 
N diuiaiM<iecKii" bbosht 20 iir capK0BH3HHa, pacTBOpeHHoro 
5 b 10 hi naoTOHjreecKoro pacTBopa HaipiiH xjiopiwa, b BH^e 

MHteKUidil H 0AH0BP6M6HH0 IiepOpaJIBHO HeCKOJIBKO KanejiB 

(10-15) noTeHUHpOBaHHoro capK0flH3MHa b coTeHHOii pa3Be- 
fleHHH sarcoiysinum C 200. Ilpn T8KOM cnocooe MeaHKa- 

M6HT03H0r0 B03fleHCTBMH CHSIXaeTCH TOKCIWHOCTB fleHCTBy»- 

10 mero jieKapcTBeHHoro BemecTBa n noBHiaaeTCH TepaneBTHHe- 

CKaH 3$$eKTHBH0CTB. 

lipOMUQUieHHaH npHM6HBU0CTB 

jEUH H3roTOBjieHHH jieicapc tbghhopo cpeACTBa , coaep- 
xamero HocHiejiB b Base aeKapciBeHHoro BemecTBa b Tepa- 

15 neBTJwecKoil ao3MpoBKe, Ha KOTOptitt nyieM oaosHepreTiMe- 
CKoro ooweHa nepeneceHa UH$opuauHH o noTeHuwpoBaHHOM 
npenapaie, npwroTOBJieHHOM no MerroflaM roMeonaTHH H3 Be- 
mecTBa, Haieiomero oaHHaKosyio c nocHTeJieu acxoflHyu xhmm- 
qecicyn $opa«yjiy (cociaB) moxot 6htb HcnoJiB30BaHO M3Be- 

20 CTHoe ycTpo»OTBO una 3anHCK a nepeHOca BH$opMau.aoHHo- 
ro cwrHana (cm., nanpHiiep, BumeyKaaaHime llaieHTH P$ 
to 2033784, NS 2042349 aaa iiaieHT *Pr » 2810344). 

lipa 3T0M noTennHpOBaHHutl jieKapcTBeHHfaift npenapaT 
npiaroTOBjiHioT M3 acxoflHoro BemecTBa nyieu mh or oKpa th o— 

25 ro nocaeflOBaTejiBHoro pa3BeaeHaa h b ctphxhb a hbh aaa 
pacxiipaHKH c mojio^hhm caxapou no B3BecTHOMy roueona- 
TUHecKOiiy MeTOAy b jxndoit oomenpaHRTOtt jieicapcTBeHHOH 
$opiie (cm., Hanpiwiep, B.flteade. roMeonaiaiecKae aeitap- 
CTBeHHbie cpeflciBa. M. • 1967, c. 14-31, nepeBOfl c HeMeu- 

30 KOrO) H BBOflHT B H0QBT6JIB - JieKapCTBeHHOe BOlUeCTBO B 

TepaneBTH^ecKott fl03apoBice npa H3roTOBJieHiiM noaneflHe- 
ro, Hanpaaep, nyTOM BHeapeHBH rpaayjiH Mono^Horo caxa- 
pa, nponi/iTaHHoro pacTBopoM jiOTeB.uapOBaHH.oro jieicapcT- 
BeHHoro npenapaia, b Ta6aeTKy aeitcTByioiuero jieicapcTBeH— 
35 Horo BemecTBa npa ee npeccoBaHaa, bjib nyieM nponaTHBa- 
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hhh TadaeTKW settCTBywinero neicapcTBeHHoro BemecTBa pacT- 
Bopoii noTdHUupoBaHHoro npenapaia, hah nyieu ciieiBHBaHHH 

ynOMHHyTHX KOlinOHeHIOB B OflHHaKOBOfl (XHAKOH MJ1H MHrKOH ) 

5 jieicapCTBeHHOH $opiie, uto TexHH<tecKH He BtranBaex aaipy*- 

H6HHH AJIK HpOUblUUieHHOrO npHlieHeHHH HJIH H3rOTOBJieHHH, 

aaxe b ycjioBHHX anveim. 
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QOPMJlk H30EPETEHHH 

1. JleKapcTBeHHoe cpeacTBo, coaepxamee MaTepnajiB- 

HUfi H0CHT6JIB • CHaOXeHHHH MH^OpiiaUHett 0 CMOJIOrHHeCKM 

5 aKTHBHOM BemecTBe, xapa r i e p h 3 y m e e o a 
t e id , h t o uaxepisajiBHuft hocht6ab npeactraBJiHeT 
codott aeftcTByomee JleKapcTBeHHoe BemecTBO b TepaneBTM- 
HecKoti a 03 Hp ob Ke > Ha Koiopoe nocpeaoTBOM dHoaHepreTH- 
uecKoro odneHa nepeneceHa HH$opMaitHH o n OTe h u,Hp OBa hh o~ 
10 ro jieKapcTBeHHoro npenapaia, npHroTOBjienHoro no iieio- 
aaii roMeonaiHH h HMeiomero oflHHaKOByio c aeHCTByiwHM Jie- 
KapCTBeHHtiii BemecTBOM HCXO^Hyu XHiiireecKyio $opiiyjiy hjih 

C0CT8B. 

2. JleKapcTBeHHoe cpeacTBO, coaepxamee waiepHajiB- 
15 huh hochtojib, GHadxeHHuii HH$opiia4HeH 0 dHOJIOrHteCKH 

aKTHBHOM BemecTBe, xapa kt opisys-voo c h 
t e m , q t o b KaueoTBe uaTepHaatHoro HOCHTejin 
coaepxHT seacTByioiuee JleKapcTBeHHoe BemecTBo b TepaneB- 

TMHeCKOH fl03WpOBKe, C KOTOpiiM COBMeJUOH H 0T6 H UHp 0B8 HHLlfl 

20 jieKapCTBeHHUtt npenapai, npwroiOBJieHHHtt no iieTOsaM ro- 
MeonaTHM h HMe»m«ft oflHHaKOByio c hhm HcxoaHyio xuume- 
CKy» $opiiyjiy hjih cociaB. 

3. JleKapcTBeHHoe cpeacTBO non.2, x a p a k - 
i e p h 3 y b q e e o fl ten, i t o aettCTBy©- 

25 mee jieKapcTseHHoa BemeciBo a coBiiemeHHiifc c hhu noieH— 
UHpoBaHHUH JieKapCTBeHHUtt npenapai hmobt noaodHyo (oah- 
HaKOByn) aeKapCTBemiyD $opuy. 

4. Cnocod yeaHKayeHT03Horo bosaohctbhh Ha opra- 

HH3U, B KOTOpOM 0AH0Bp61f6HH0 BBOflHT JieKapCTBeHHOe B6- 

30 mecTBo b TepaneBTH^ecKOft fl03HpoBKe h noTOHuupoBaHHuft 
jieKapCTBeHBHU npenapai, npHroTOBjieHHuft no uqtorqm ro- 
ueonaTHH h HiieioiUHH OAHHaKOByio c hhm wcxoflHyn xHMiwe- 
CKyio $opMyjiy hjih cociaB. 
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